


EXHIBIT 16 



FEB-15-2005 15:52 LUITF’OLD RRL OSTEOHEfiLTX 631 9241731 P.02 

7 R NA7’TERMAnlN&CIE. GMBH 
&I 

Ferrfecir- IntrrwonZse Eisensubsrif~ion4r~ecapie 

Sehr gerehrrrs Frau Daktcw, 

1 

f-. 

. Mk freundlichen GFW~ 
Pm- . i.V. A 

16.11.199s 

salhr geehtter Herr Ookcor, 

bsi dem Einsatr dslr drrzek im Hsndel befindfichen Chargen des Atznair@tele 

ferrkcit Ampullen zu $2 ml (entspr- 40 mg Ebw) 
Ampultan 22~ 5.0 ml (entspr. 62,5 mg Eken) 

. . 
wurde in der let!Mn Zait eke e&Me lnridenZ bekannrar Unervviinschter A~ekni#ekirkUngen 
(UAW) wwiegend tllsrgfacher Gemsr be&a&et. 

M ifMerWitcs wird In der ProcWtion wiedaf der Rahsfuff des qrspnlngll4~n L&era&en etngesekt, 
so da6 Fadeclt in KUrze wieder~rr VerNgung tiehen v&d. 

Urn lhnen die brientierung N erleichtom und mBgRzlhsn MiPl~rstrZndnltsen odor Ver- 
wechslungen entgegeftw&&ken; mdcht~~ln wir Sie schon IetZ darauf h~nweben, da6 alte Chargen 
der NeupruduWon (Ampullen VJ 3.2 m l und 5.0 ml) m it e~ne~ Chargentrummer vecsahen we&n, 
die tit den ZifCem g begkwt (EielspieI einer so&en Char$ernnummrc 36 rxx). 

In diesem Zusammsnhang mbohten wif nach einmal darauf hirtv@lsen (siehe, F&e und 
G~brauchsfnfoimation), daO die ,inuave&sa Anwendung van E&ar&omplex~Pr6par’aten 
grunds4MW nit decn Rislko such schwerwiegender unerwfnschter -A~netmiWlwkIcungen wie 
anaphyI&tisohen / anaphylalctuiden,Reelclirmen bii hln zum Kre~slaut’v~sagen belastet Ist. 

AUfgrund diesas Risikepotentiak bitten wir alle Anwendar nochmals, Ferriesit nur dmn 
anzuwenden, Wenn aIno orake SubstStutl~on at18 medhinisch tekrtarrter Ursa&e jcht 
&irmtJ ist, 

Wir bitten auoh in dleser Hlnslcht urn etine genaue Beachtong der in dar Ca~elmittellrrfarmatio~ 
ausgewiassnen Anwendungsgqbkte. 



RH.&W-POULENC RORER , 

A. NATTERMANN & CIE. GMBH 

Nattermannailee 1, 50829 Cologne 

IMPORTANT COMMUNICATION 

Ferrlecit - Intravenous Iron Substitution Therapy 

November I6,1995 

At&&on: Notice to Physicians 

Recently an increase in the number of incidences of known adverse drug side effects of 
predominantly an allergic origin has been observed with the use of batches of the pharmaceutical 
ch+-% 

Ferrlecit Ampoules of 3.2 ml (equivalent to 40 mg of iron) 
Ampoules of 5.0 ml (equivalent to 62.5 mg of iron) 

that are currently on the market. 

Since the increase in the number of reports of adverse side effects relates to the-batehes produced 
afier our manufacturing facility in England changed their raw material supplier, we have decided to 
recall all of the batches that are currently on the market. Accordingly, ‘we ask that you no longer 
administer Ferrlecit from these batches. If by any chance you still have any remaining stock of 
Ferrlecit, we request that you return this stock through your supply pharmacy. 

In the meanwhile the raw material of the original supplier is being used once again in the 
production so that very soon Ferrlecit will be available again. 

To facilitate understanding and to counteract any possible m&comprehension or confusion, we 
would like to take the opportunity now to point out that all batches of the new production 
(ampoules of 3.2 ml and 5.0 ml) will be provided with a batch number, which will begin with the 
number 56 (an example of such a batch number would be : 56 xxx). 

In this context we would like to point out once again (see professional information and directions 
for use) that in principle the intravenous use of iron complex preparations entails a risk of serious - -. _. .- . ..-_. . .-.. .* _ _ .-. _._ 
adverse srde effects, ranging from tiaphylactic / anaphylacticoid reactions up to circulatory failure. 



PI 

Owing to this risk potential, we once again ask all users to administer Ferrlecit only if an oral 
substitution is not possible for germane medical reasons. 

In this’ respect we also request that you pay close attention to the areas of application indicated in 
the drug information. 

Sincerely, 

/signature/ 

‘Di;;‘F. Wingen, M.D. 
Medical Director 

/signature/ 

Dr. R. Grimxnel, M;D. 
Drug Safety 



INTERNATIONAL TRANSLATION CENTER, INC. 

TIFICATION 

1. I, the undersigned Lawrence B. Hanlon, do hereby declare that I am a 

professional translator employed by the International Translation Center, Inc,, 1660 L Street, 

NW, Suite 613, Washington, D.C. 20036, and that I possess full knowledge of the English and 

German languages. 

2. I do further declare that the attached translation is, to the best.of my 

knowledge and belief, a true, correct, and complete translation into English of the original 

German-language Notice to Physicians dated November 16, 1995, issued by Rhone-Poulenc 

Rorer / A. Nattermann & Cie. GmbH, which notice is also attached herewith. 

Lawrence B, Hanlon 

Date 

1660 L STREET, N.W. l SUITE 613 *WASHINGTON, D.C. 2QQ36 l TEL. (202) 296-1344 


